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2a )^ This action is FINAL. 2b)D This action is non-final. 
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DETAILED ACTION 

Status of the Application 

This Office Action is in response to applicant's arguments filed on June 24, 2009. 
Claim(s) 57-68 are pending. Claim(s) 57-68 have been added. Claim(s) 1-56 have been 
cancelled. Claim(s) 68 is withdrawn from further examination as it is drawn to a non- 
elected invention. Claim(s) 57-67 are examined herein. 

Response to Arguments 

In view of Applicant's cancellation of claim 17, the objection is hereby withdrawn. 

In view of Applicant's amendments/cancellation of claims 1, 2, 8-10, 13-19, and 
27, the 1 12 1 st paragraph rejection is hereby withdrawn. 

In view of Applicant's amendments/cancellation of claims 1, 2, 8-10, 13-19, and 
27, the 1 12 1st written description rejection is hereby withdrawn. 

In view of Applicant's amendments/cancellation of claims 13 and 14, the 112 2 nd 
rejection is hereby withdrawn. 

In view of Applicant's amendments/cancellation and affidavit submitted 6/24/09, 
the 102(b) rejection of claims 1, 2, 18, 19 as being anticipated by Fredriksson et al. 
{Journal of Neural Transmission, 1999) is hereby withdrawn. 

In view of Applicant's amendments/cancellation, the 103(a) rejection of claims 8, 
9, 10, 13, 14, and 17 as being unpatentable over Fredriksson et al. {Journal of Neural 
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Transmission, 1999) as applied to claims 1 , 2, 18, 19 above in view of Edgren (US 
Patent No. 6,217,905 B1), the rejection is hereby withdrawn. 

In view of Applicant's amendments/cancellation, the 103(a) rejection of claims 15 
and 16 as being unpatentable over Fredriksson et al. {Journal of Neural Transmission, 
1 999) as applied to claims 1,2,18,19 above in view of Chenard (US Patent No. 
6,258,827 B1) is hereby withdrawn. 

The following new rejections are set forth on record in the office below as 
necessitated by amendment. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 57-64 and 67 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dostert (US Patent No. 5,236,957) of record and Birkmayer (US Patent No. 
3,795,739) in view of Chazot (Current Opinion in Investigational Drugs, 2001 ) of record. 

Dostert teaches N-phenylalkyl substituted a-amino carboxamide derivatives of 
formula I as therapeutic agents for the treatment of Parkinson's disease (column 1, line 
32-column 2, line 7). Specifically, Dostert teaches (S)-2-[4-(3- 
fluorobenzyloxy)benzyl]aminopropionamide (column 15, lines 3-4) (a.k.a safinamide). 

Dostert additionally teaches pharmaceutically acceptable salts thereof of 
including among others, methanesulfonic acid (column 2, 28). 

Dostert teaches that the compounds may be administered orally at doses ranging 
from about 50 to about 1500 mg/day (column 12, lines 7-10). 

Dostert does not teach the coadministration of L-Dopa which is administered in 
an amount that alone has therapeutic effect. 

Birkmayer teaches the treatment of Parkinson's disease with the pharmaceutical 
composition comprising L-dopa in combination with a peripheral decarboxylase inhibitor 
(column 1, line 55-column 2, line 5). L-dopa is administered from about 0.1 g to about 4g 
(column 4, lines 3-5). Typical peripheral decarboxylase inhibitors include carbidopa 
encompassed by the formula in column 2, line 65. 
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Birkmayer discloses an example whereby the L-dopa therapeutic regimen is 
administered for an eight week span (column 5, example 4). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to have combined safinamide, used to treat Parkinson's disease, as taught by 
Dostert, with a combination of L-dopa and a peripheral decarboxylase inhibitor, as 
taught by Birkmayer, for the same purpose. The motivation to combine these agents is 
provided by Chazot. Chazot teaches the coadminstration of safinamide with that of L- 
dopa in the treatment of Parkinson's disease. 

Thus, in view of the foregoing art made of record, it would have been obvious to 
one in the art to have combined L-dopa (with or without decarboxylase inhibitor) with 
safinamide in the treatment of Parkinson's disease. 

Claims 65 and 66 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dostert (US Patent No. 5,236,957) and Birkmayer (US Patent No. 3,795,739) in 
view of Chazot (Current Opinion in Investigational Drugs, 2001 ) of record as applied to 
claims 57-64 and 67 above in view of Chenard (US Patent No. 6,258,827 B1 ). 

Dostert and Birkmayer are discussed above. 

Neither Dostert nor Birkmayer teach the composition further comprising a 
catechol-O-methyltransferase inhibitor, such as tolcapone or entacapone. 

Chenard teaches that there are classes of compounds reported as being useful 
in the treatment of Parkinson's disease namely, among others, D1 , D2 agonists, 
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monoamine oxidase-B inhibitors, levodopa and COMT inhibitors (column 12, lines 31- 
45), wherein COMT inhibitors include tolcapone and entacapone (column 13, lines 8- 
11). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to have employed the combination of safinamide and levodopa for the 
treatment of Parkinson's as taught by Dostert and Birkmayer and also administered 
additional Parkinson's disease agents such as tolcapone or entacapone as taught by 
Chenard. Because such agents are well known in the art to treat the same disease, it 
would have been obvious to one in the art to have combined them. "It is prima facie 
obvious to combine two compositions each of which is taught by the prior art to be 
useful for the same purpose, in order to form a third composition to be used for the very 
same purpose ....[T]he idea of combining them flows logically from their having been 
individually taught in the prior art.', In re Kerkhoven, 626 F.2d 846, 850,205 USPQ 1069, 
1072 (CCPA 1980). 

Conclusion 

Claims 1 , 2, 8-1 0, 1 3-1 9, and 27 are not allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAHAR JAVANMARD whose telephone number is (571) 
270-3280. The examiner can normally be reached on 8 AM-5 PM MON-FRI (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571) 272-0629. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

IS. J./ 

Examiner, Art Unit 1617 
/SREENI PADMANABHAN/ 
Supervisory Patent Examiner, Art Unit 1617 



